The randomized clinical trial as a powerful means for understanding treatment efficacy.
The comparison of technologies, ie, alternative ways to accomplish the same aim, is inherently difficult. In orthodontics, technology covers a wide spectrum of areas: variations in treatment approach, appliances, wires, diagnostic procedures, and patient management techniques. Clinical trial methodology has been developed to minimize the effect of bias and to provide more objective answers to questions of comparative efficacy and benefits of particular treatments or procedures. The randomized controlled clinical trial (RCT) is now generally considered the strongest research design for the comparison of treatments. This report reviews four issues that should be addressed in planning an RCT: defining the study cohort, selecting the treatment allocation technique, estimating sample size, and performing the trial.